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TESTIMONY OF 
THE DEPARTMENT OF THE ATTORNEY GENERAL 
TWENTY-EIGHTH LEGISLATURE, 2016                                       
 
 

ON THE FOLLOWING MEASURE: 
S.B. NO. 2181, S.D. 2, H.D. 1, RELATING TO ACCESS TO TREATMENT FOR 
TERMINALLY ILL PATIENTS. 
 
BEFORE THE: 
HOUSE COMMITTEE ON JUDICIARY                          
 
DATE: Friday, April 01, 2016     TIME:  2:00 p.m. 

LOCATION: State Capitol, Room 325 

TESTIFIER(S): Douglas S. Chin, Attorney General, or       
Wade H. Hargrove III, Deputy Attorney General 

  
 
Chair Rhoads and Members of the Committee: 

 The Department of the Attorney General appreciates the intent of this bill, but has legal 

concerns.  This measure would make it lawful in Hawaii to provide terminally ill patients with 

investigational drugs and biological products that have not successfully completed the United 

States Food and Drug Administration’s (FDA) application and approval process.  In doing so, it 

seeks to create an alternative pathway to investigational drugs that would bypass a 

comprehensive scheme of federal regulation.  It may be impossible to provide the drugs and 

biological products in the manner this measure proposes without running counter to the federal 

law that governs this activity.  Due to the inherent conflicts that exist between the purpose and 

effect of this measure and federal law, this measure may be subjected to constitutional challenge 

and found to be preempted.  Therefore we recommend that this bill be deferred. 

 This measure would add a new section to chapter 321 of the Hawaii Revised Statutes 

(HRS) to allow manufacturers of investigational drugs and biological products to make their 

unapproved products available to eligible patients with a recommendation from the patients’ 

physicians (page 6, lines 1-5).  An investigational drug or biological product is defined as “a 

drug or biological product that has successfully completed phase one of a clinical trial but has 

not yet been approved for general use by the United States Food and Drug Administration and 

remains under investigation in a United States Food and Drug Administration–approved clinical 

trial.” (Page 3, lines 13-18).  An “eligible patient” is defined as a patient who (1) has a terminal 

illness, (2) has considered all other FDA-approved treatment options, (3) is unable to participate 

in an FDA-approved clinical trial, (4) has a physician’s recommendation for treatment and 
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certification that the requirements of this measure have been met, and (5) has provided informed 

consent for the experimental treatment (page 2, line 7-page 3, line 8). 

 Under the Supremacy Clause of the United States Constitution, federal law can preempt 

state law by explicit provisions of federal statutes or regulations.  State law can also be 

preempted by implication where there is a direct conflict between the state law and its federal 

counterpart such that it is impossible to comply with both.  Implied preemption may also occur 

when the context suggests that the federal statute was designed to occupy a complete area of law 

with the consequence of crowding out any possibility for state regulation.  See Larsen v. 

Pacesetter Sys., Inc., 74 Haw. 1, 837 P.2d 1273 (1992).   

 It would appear that this measure competes with an area of law that the federal 

government has made an effort to fully occupy.  Section 505 (21 USC section 355) of the federal 

Food, Drug and Cosmetic Act (FDCA) provides that “No person shall introduce or deliver for 

introduction into interstate commerce any new drug, unless an approval of an application is filed 

pursuant to [the subsections relating to new drug applications] is effective with respect to such 

drug.”  Additionally, section 301 of the FDCA (21 USC section 331a) treats the sale and 

distribution of “unapproved drugs” as the sale and distribution of “adulterated” products subject 

to both civil and criminal penalties.  Section 505 (21 USC section 355(i)) defines how 

experimental drugs may be provided in the context of clinical trials and on an emergency basis.  

While there is no express preemption clause in the FDCA that applies directly to drugs, the case 

law strongly suggests that while preemption of state laws is unlikely where they enhance 

protections for consumers above and beyond what the federal law would otherwise require, 

federal law must serve as a “floor” such that state law can supplement but not relax those 

protections.  See Wyeth v. Levine, 555 U.S. 555 (2009) (no preemption of state tort action for 

failure to warn about dangers of a drug because FDA did not explicitly reject a “better” warning 

label).  Where state legislation looks to bypass the consumer protections for new and 

investigational drugs that Congress seems to have intended, preemption seems more likely.   

 The federal regulations that specifically govern access to investigational drugs (21 CFR 

part 312) allow manufacturers to provide these drugs to patients under circumstances not unlike 

those this measure seeks to address.  The federal regulations, however, outline a process that 

requires accountability and FDA supervision and already occupy the field.  Subpart I of 21 CFR 
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Part 312, entitled “Expanded Access To Investigational Drugs for Treatment Use,” provides that 

its goal is “to facilitate the availability of [investigational] drugs to patients with serious diseases 

or conditions when there is no comparable or satisfactory alternative therapy to diagnose, 

monitor, or treat the patient's disease or condition.”  21 CFR section 312.300.  Subpart I permits, 

with FDA approval, the distribution of investigational drugs to patients for “serious diseases” 

and not just “terminal” ones, a limitation of this measure that even current federal law does not 

have.  The FDA’s “expanded access” requirements set forth in 21 CFR section 312.305 provide 

among other things, FDA review and approval, treatment data reporting, and patient-centered 

safeguards.  21 CFR section 312.310 is designed specifically to increase access to investigational 

drugs for individual patients under the care of a physician whose conditions could be described 

as “emergencies.”  To the extent that this measure can be construed as a vehicle for drug 

manufacturers and patients to bypass the federal process prescribed in part 312 of the federal 

regulations, the measure may be preempted by the federal law it seeks to avoid.  

 It should be noted that the case law in the area of drugs and federal preemption 

consistently favors finding that state tort actions should be allowed to proceed rather than be 

preempted, but this is done in the name of preserving Congress’ intent to allow tort and 

negligence actions to supplement the FDCA, not compete with it.  This measure is fundamentally 

different in purpose and effect than a state tort action, thus the outcome of any future litigation 

concerning this measure may be different as well.  While the Hawaii Supreme Court has found 

that an implied warranty claim was not preempted despite the FDCA’s express preemption for 

medical devices, it did so while observing that Congress had only intended for the FDCA to 

increase consumer protections, not restrict state protections where they already existed.  Larsen, 

74 Haw. at 17, 837 P.2d at 1282 (“Thus, meritorious claims of the type brought by plaintiff 

would not contravene FDA ‘approval’ of the device and would further Congressional intent by 

providing [device] manufacturers a product safety incentive in those areas where the premarket 

approval process has failed adequately to protect the consumer.”).  Consequently, the cases 

examining federal preemption of state drug law suggests this measure, if viewed as attempting to 

weaken the federal government’s patient protections, may be struck down due to the preemptive 

effect of the existing federal law governing investigational drugs. 
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 A federal scheme regulating access to new and investigational drugs already occupies the 

field and state laws to that effect will likely be preempted.  And, as a practical matter, it is 

unlikely that drug manufacturers will seek to utilize this measure’s pathway as an alternative to 

the FDA-approved expanded access program because doing so places them in violation of 

existing federal law. For these reasons, we respectfully ask that this measure be deferred.   
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offering even a glimmer of hope.  Accordingly, some basic protections for these vulnerable 

people are appropriate.  Many states have struck a reasonable balance between making non-

approved treatments available to terminally ill people who cannot wait for completion of the 

approval process on the one hand, and protecting these vulnerable people against unreasonable 

conduct on the other hand, by allowing non-approved treatments when used with reasonable 

care. 

 HAJ recognizes that this measure is well intended and addresses an important option for 

those who are terminally ill and cannot wait for FDA approval of potential life saving or life 

extending treatments.  Accordingly, HAJ does not object to the liability provision as currently 

drafted, but will object to any amendments that decrease patient protection or provide additional 

immunity. 

Thank you very much for allowing me to testify regarding this measure.  Please feel free 

to contact me should you have any questions or desire additional information. 

 

   

 

 



From: mailinglist@capitol.hawaii.gov 
Sent: Wednesday, March 30, 2016 2:24 PM 
To: JUDtestimony 
Cc: tabraham08@gmail.com 
Subject: *Submitted testimony for SB2181 on Apr 1, 2016 14:00PM* 
 

SB2181 
Submitted on: 3/30/2016 
Testimony for JUD on Apr 1, 2016 14:00PM in Conference Room 325 

Submitted By Organization Testifier Position Present at 
Hearing 

Troy Abraham Individual Support No 
 
 
Comments:  
 
Please note that testimony submitted less than 24 hours prior to the hearing, improperly 
identified, or directed to the incorrect office, may not be posted online or distributed to 
the committee prior to the convening of the public hearing. 
 
Do not reply to this email. This inbox is not monitored. For assistance please email 
webmaster@capitol.hawaii.gov 



From: mailinglist@capitol.hawaii.gov 
Sent: Wednesday, March 30, 2016 7:48 PM 
To: JUDtestimony 
Cc: georgina808@gmail.com 
Subject: Submitted testimony for SB2181 on Apr 1, 2016 14:00PM 
 
SB2181 
Submitted on: 3/30/2016 
Testimony for JUD on Apr 1, 2016 14:00PM in Conference Room 325 

Submitted By Organization Testifier Position Present at 
Hearing 

Georgina Mckinley Individual Support No 
 
 
Comments: I support SB2181 SD2 HD1, as this measure may provide an important 
option for patients who are terminally ill and who cannot wait for FDA approval of 
potentially life saving treatments. 
 
Please note that testimony submitted less than 24 hours prior to the hearing, improperly 
identified, or directed to the incorrect office, may not be posted online or distributed to 
the committee prior to the convening of the public hearing. 
 
Do not reply to this email. This inbox is not monitored. For assistance please email 
webmaster@capitol.hawaii.gov 



From: mailinglist@capitol.hawaii.gov 
Sent: Wednesday, March 30, 2016 5:15 PM 
To: JUDtestimony 
Cc: mendezj@hawaii.edu 
Subject: *Submitted testimony for SB2181 on Apr 1, 2016 14:00PM* 
 
SB2181 
Submitted on: 3/30/2016 
Testimony for JUD on Apr 1, 2016 14:00PM in Conference Room 325 

Submitted By Organization Testifier Position Present at 
Hearing 

Javier Mendez-Alvarez Individual Support No 
 
 
Comments:  
 
Please note that testimony submitted less than 24 hours prior to the hearing, improperly 
identified, or directed to the incorrect office, may not be posted online or distributed to 
the committee prior to the convening of the public hearing. 
 
Do not reply to this email. This inbox is not monitored. For assistance please email 
webmaster@capitol.hawaii.gov 
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From: Alan Yoshimoto <gr8tr8@gmail.com>
Sent: Wednesday, March 30, 2016 6:25 PM
To: JUDtestimony
Subject: SB 2181 SD2 HD1

I support SB 2181 SD2 HD1. It is a compassionate bill that offers hope of medical progress to medical patients. Some of
these patients may also gain a sense of purpose for their part in any program that involves these investigational drugs or
biological products.



From: mailinglist@capitol.hawaii.gov 
Sent: Friday, April 01, 2016 9:59 AM 
To: JUDtestimony 
Cc: lady.flach@gmail.com 
Subject: *Submitted testimony for SB2181 on Apr 1, 2016 14:00PM* 
 
SB2181 
Submitted on: 4/1/2016 
Testimony for JUD on Apr 1, 2016 14:00PM in Conference Room 325 

Submitted By Organization Testifier Position Present at 
Hearing 

Teri Heede Individual Support No 
 
 
Comments:  
 
Please note that testimony submitted less than 24 hours prior to the hearing, improperly 
identified, or directed to the incorrect office, may not be posted online or distributed to 
the committee prior to the convening of the public hearing. 
 
Do not reply to this email. This inbox is not monitored. For assistance please email 
webmaster@capitol.hawaii.gov 
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From: mailinglist@capitol.hawaii.gov 
Sent: Friday, April 01, 2016 9:31 AM 
To: JUDtestimony 
Cc: breaking-the-silence@hotmail.com 
Subject: *Submitted testimony for SB2181 on Apr 1, 2016 14:00PM* 
 
SB2181 
Submitted on: 4/1/2016 
Testimony for JUD on Apr 1, 2016 14:00PM in Conference Room 325 

Submitted By Organization Testifier Position Present at 
Hearing 

Dara Carlin, M.A. Individual Support No 
 
 
Comments:  
 
Please note that testimony submitted less than 24 hours prior to the hearing, improperly 
identified, or directed to the incorrect office, may not be posted online or distributed to 
the committee prior to the convening of the public hearing. 
 
Do not reply to this email. This inbox is not monitored. For assistance please email 
webmaster@capitol.hawaii.gov 
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